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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIUSA

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPOAYKT OMES3 kancynbl kuiweyHopacTBopumbie 10 mr

CODE
Kon 231902
BATCH Manufacturing Date: Expire Date:
CEPU4A LC82357 DNata npoussoactea 03.2024  Tlopen pno 02.2026
TEST/ TECT REQUIREMENT / CNEUM®UKALAA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No. 4 with green
cap and white body containing white to
off-white with yellowish tint spherical
granules
OMUCAHUE Teepable XenaTWHOBbIe Kancynkl pasmepa Ne 4, Conforms / CooTBeTCTBYET

C KpblllleYyKoli 3efieHoro LBeTa U KOpnycom
6enoro uBeTa, cofepXalyve chepuyeckue
rpaHynkl oT 6enoro [o no4Ty Genoro ¢
WeNnToBaThLIM OTTEHKOM LIBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)

AV accepted for 10 capsules should not
be more than 15.0 %.

AV calculated for 30 capsules should not
be more than 15.0 % and the content of
omeprazole in not a single capsule
should be outside 0.75M-1.25M.

OHOPOOHOCTb AO3UPOBAHUSA (AV)

3HavyeHue AV, paccuutanHoe ansa 10 kancyn,

9,6

AOfKHO BbITh He Gornee 15,0 %.
3HaveHue AV, paccuuTtaHHoe ansa 30 kancyn,
AomKHO 6bITe He Gonee 15,0 % u cogepxaHue

omMenpasona HU B ogHoin Karicyne He JOMKHO

BbIXOAUTL 3a npegens! 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

The retention time of the main peak

in the chromatogram of test solution
should comply with retention time of the
main peak in chromatogram of standard
solution. ("Assay" section).

MOASIMHHOCTL (B3XX)

Bpems yaepuBaHUA OCHOBHOrO

Conforms / CooTBeTcTBYET

nuKa Ha XpomatorpaMmmMe vUcneiTyemoro

pacTBOpa JOMKHO COOTBETCTBOBAThL
BpeMeHU yaepX1BaHus OCHOBHOrO NUkKa
Ha XpomaTorpaMme cTaHAapTHOro pacteopa

(pasgen «KonuuyecTeeHHOe onpefeneHuen).

Approval date (dd.mm.yyyy)/nata ogobperus (oa.mm.rrrr): 01.05.2024

(Signature & Date) Quality Assurance/(Moanuce/aaTa) obecnedeHuaKavecTsa:

Release by/BuinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/gata) Macarena Gonzalez

Manufacturing Site/NpovasoacreenHan nnolyaaka: Laboratorios Liconsa, S.A.
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPOAYKT OME3 kancynbl kmiwieyHopactBopumMbie 10 Mr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC82357 Nata npoussoactea 03.2024 Fopex no 02.2026

TEST / TECT REQUIREMENT / CNEUUADUKALIAA RESULT / PE3YINILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTb B3XX (DAD aetekTop)

UV absorbance spectrum of the main peak
recorded in the chromatography of test
solution should comply with UV
absorbance spectrum of the main peak
recorded in the chromatography of
standard solution ("Assay" section).
Y®-cnekTp nornolieHUs oCHOBHOro NuKa, Conforms / CooTBeTCTBYeET
CHATLIVW NpU XpoMaTorpadpupoBaHum
UCMBITYEMOro pacTBopa, AOIMKeH
COOTBETCTBOBaTh Y®P-crneKkTpy normnoweHus
OCHOBHOTO MUKa, CHATOMY MpK
xpomartorpadupoBaHuu CTaHAaPTHOroO
pacteopa (pasgen «KonuyecTBeHHoe
onpegeneHue»)

WATER
BOOA

Not more than 5.0 %.
He G6onee 5,0 % 1,4 %

OMEPRAZOLE ASSAY %
KONMWYECTBEHHOE ONPEOENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % OT 3asAIBNEHHOro cofepXaHus 98,8 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPEQENEHUE
MI/KAMNCYNA

9.5 mglcapsule to 10.5 mg/capsule
Ot 9,5 mrikancyna go 10,5 mr/kancyna 9,9 mglcap / MI/KAMNCYNA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnoTtHas cTaaus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro cogepxaHus 3%
(omenpasona) yepez 120 MuH;

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BydepHas ctagua)

not less than 80 % (Q) of label claim of

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asBneHHOro cogepia 97 %
C17H19N303S (omenpasona) yepes 30 MUH.

RELATED SUBSTANCES
POACTBEHHbLIE NPUMECH

OMEPRAZOLE CARBOXYLATE
Omenpasona kapbokcunar

not more than 1.0 %
He 6onee 1,0 % <0,1%

IMPURITY F not more than 0.2 %
Mpumect F He 6onee 0,2 % <0,1%
Approval date (dd.mm.yyyy)/nata ono6penus (ag.mm.rrrr): 01.05.2024 ( 3

(Signature & Date) Quality Assurance/(Moanuce/aata) obecneveHuakaqecTsa:
Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuck/narta) Macarena Gonzéalez
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,ﬂ) LABORATORIOS LICONSA, S.A.
( /4 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain
C H Emo Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPOOYKT OMES3 kancynbl kuweyHopacteopumMeie 10 mr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC82357 Nata npouseoactea 03.2024  Tropen no 02.2026

TEST / TECT REQUIREMENT / CNELUW®UKALIUA RESULT / PE3YINILTAT
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %

ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %

IMPURITY

Nwobasn eguHUYHanR He 6onee 0,2 % <0,1 %
HeuwaeHTUdUUMpoBaHHasa NpUMech

TOTAL IMPURITIES not more than 2.0 %

Cymma npumeceit He 6onee 2,0 % 0,1%
LABELING According to ND

MAPKUPOBKA B cooTBeTtcTBUM ¢ HI. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepartype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHocCTu 2 ropa.

Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrrr): 01.05.2024 ,%

(Signature & Date) Quality Assurance/(Moanuce/pata) o6ecnedeHuaKayecTsa: O2¢ e=iEg) /

Release by/Buinywero Deputy Qualified Person/: £ D =

(Signature & Date)/(Moanucs/nata) Macarena Gonzélez Q_//“-'
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;?—"\) LABORATORIOS LICONSA, S.A.
(\,) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

CHEI I lo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPoOaYKT OME3 kancynbl Kuwe4vyHopacTBopumMbie 10 Mr

CODE
Kon 231902

BATCH Manufacturing Date: Expire Date:
CEPUA LC82357 Nata npouseoactea 03.2024 Mopen oo 02.2026

TEST / TECT REQUIREMENT / CMELIM®UKALIAA RESULT / PE3YJIbTAT

PACKAGE 5, 6 or 7 capsules in an aluminum
foil blister.
2 or 20 blisters of 5 capsules each and
a patient information leafletin a
carton.
5 or 10 blisters of 6 capsules each and
patient information leaflet in a carton.
1, 2, 4, 8 or 14 blisters of 7 capsules
each and a patient information leaflet
in a carton.
10 or 14 capsules in PVC-PE-PVDCJ/AI
blister.
1,2,3,5,6,9 or 10 blisters of 10
capsules each and a patient information
leaflet in a carton.
1, 2, 3, 4 or 7 blisters of 14 capsules
each and a patient information leaflet
in a carton.

VYNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep U3 Conforms / CooTBeTcTBYET**
antoMuHUeBol onbru
Mo 2 unu 20 6nucTepos no 5 Kancyn BMecTe
C VHCTPYKUWEH N0 NpUMeHEHUIO B Nayky
KapTOHHYH.
Mo 5 unu 10 6nucTepos no 6 kancyn BMecTe
C WHCTPYKLUUEN NO NPUMEHEHUIO B NayKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nucrepor no 7
Karncyn BMecTe C UHCTpPYKLUUel no
npyMMeHeHWHO B na4vyky KapToOHHYH.
Mo 10 unu 14 kancyn B NBX-M3-NBOX/
ArnoMUHUEBbIN BniucTep.
Mo1, 2, 3,5, 6,9 unu 10 6nuctepoR no
10 Kancyn BMecTe C MHCTPYKUUEN no
NpUMeHEeHMH B NaYKy KapTOHHYHO.
Mo 1,2, 3,4 unu 7 6nucrepos no 14
Karncyn BMecTe C MHCTpYyKUueit no
NMpUMeHeHUH B NaYKy KapTOHHYIO.

Analysis performed according ND
nn-006953-180122

Ananua npoBegeH no HO:
nn-006953-180122

Approval date (dd.mm.yyyy)/nata ono6peHus (oa.mm.rrrr): 01.05.2024 F_,l;

(Signature & Date) Quality Assurance/(loanuck/aaTa) obecnedyeHusikadectea: ‘\-' St

Release by/BuinyuieHo Deputy Qualified Person/: Q205 2 Y

(Signature & Date)/(Moanuce/narta) Macarena Gonzélez ‘\—’/_

Manufacturing Site/MpouasofcTeerHas nnowanka: Laboratorios Liconsa, S.A. ™ = Pagelctp. 4 /5



’\\) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
S 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

CH EmO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPoayYKT OME3 kancynsbl kuwevyHopacTteopumMbie 10 Mmr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC82357 Data npouasoacrea 03.2024 lFopen no 02.2026

TEST/TECT REQUIREMENT / CNEUW®UKALIUA RESULT / PE3YNLTAT

Notes / HabnogeHus
**5 capsules in an aluminum foil blister.
2 blisters of 5 capsules each and a patient information leaflet in a carton.
Mo 5 kancyn B 6nucTep U3 antoMMHUEBON honbru.
Mo 2 6nucTepoB no 5 Kancyn BMecTe ¢ UHCTPYKLUMEH NO NPUMEHEHUIO B NaYKy KapTOHHYIO.

(Signature & Date) Quality Assurance/(Mognuck/aaTa) obecneveHunkayecTsa:
Release by/BuinyiieHo Deputy Qualified Person/:

(Signature & Date)/([Moanucs/pata) Macarena Gonzalez \p/_

Manufacturing Site/lTpoussoacteeHHas nnowapaka: Laboratorios Liconsa, S.A. P4 L/ T 52 () Pagelctp. 5/5

=,
,—4&
Approval date (dd.mm.yyyy)/aata onobpenus (aa.mm.rrrr): 01.05.2024 X )
O i S2Y



rF\\) LABORATORIOS LICONSA, S.A.

(k\g Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafa/Spain

C H E m O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelieHue Ha BbINYCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl kuweyHopacteopumele 10 mr

PRODUCT

Kon : 231902

CODE Homep MA / MA NUMBER : J1I-006953
CEPUSA : LC82357 Jara npoussoactea : 03/2024
BATCH MANUFACTURING DATE

Fopen go : 02/2026 Pasmep cepuu : 100.224 UN
EXPIRY DATE BATCH SIZE

HacToswwum s nogTBepXAalo, YTO faHHas uH(OpMaUUs SBNAETCA AOCTOBEPHOM U TOYHOW. [laHHas napTus npoayKTa
6bina Npou3BeAeHa, BKNOYan YNakoBKy/MapKMpOBKY U KOHTPOIb KauecTBa, Ha yKa3zaHHOM HUXe yvacTke (y4acTkax)

B NOMIHOM COOTBETCTBUM C TpeboBaHuaMU GMP mMecTHOro perynupyiollero oprata, cneyudukaymsiMm B paspelueHnu
Ha MapKeTUHT CTPaHLI-UMMOPTEpa U TEXHUYECKUMU COrNaLleHUAMY, KOTOpLIe MOTYT BLITh 3aKMoyeHbl, UnKu ainom
crneundukauumn npoaykra Ana Wccneayembix nekapcTBeHHbIX CpefcTR.

3anucu no o6paboTke, ynakoBKe M aHanu3ay napTuu 6biNy NpoBepeHbl U NMPU3HaHkl COOTBETCTBYHOWMMU TpeBoBaHUAM
GMP.

MapTtusa 6Lina npoussenexa B la6oparopuoc JlukoHca SA., a Tam, rae NpUMeHUMO MUKPOBUONIOru4ecKoe
uccnepgoBaHue,
oHo npoBoauTcsA B IlaGopatopuu ueBapHe SA.

| hereby certify that the given information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the below mentioned site (s) in full compliance with the GMP requirements of the
local Regulatory Autherity, with the specifications in the Marketing Authorization of the importing country and with technical
agreements that might be in place or product specification file for Investigational Medicinal Products.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

The batch has been manufactured at Laboratorios Liconsa SA, and where microbiogical test is applicable it is performed
at Laboratorio Echevarne, SA.

\_e"\")/; (",'l l.'{:] cb p {"7

Moanuck u aara / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuoHHoe ygoctosepeHue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/M9





